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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 10 July 2006 . 
2a)K This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) E3 Claim(s) 21-37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) (EI Claim(s) 21-37 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )D The proposed drawing correction filed on is: a)D approved b)\3 disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§119 and 120 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 0 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) D The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) d Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1. 1 14 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on July 10, 
2006 has been entered. 

Claim Interpretation 

2. Prior to examination, the claims must be analyzed, since claim construction 
precedes application of the statutory requirements for patentability. 

The limitation that the fluid reservoir is connected to two tubes and also serves as a 
"waste reservoir" requires interpretation. The requirement that two tubes are connected 
is structural and is addressed in the rejection below. The functional requirement that 
the fluid reservoir serve as a "waste reservoir" represents an intended use for this 
claimed product. As MPEP 21 1 1.02 notes "Intended use recitations and other types of 
functional language cannot be entirely disregarded. However, in apparatus, article, and 
composition claims, intended use must result in a structural difference between the 
claimed invention and the prior art in order to patentably distinguish the claimed 
invention from the prior art." It is clear that a structural difference must exist between 
the claimed invention and the prior art to overcome the rejection and not simply a 
difference in the intended use. As MPEP 21 1 1 .02 also notes "a preamble is generally 
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not accorded any patentable weight where it merely recites the purpose of a process or 
the intended use of a structure, and where the body of the claim does not depend on 
the preamble for completeness but, instead, the process steps or structural limitations 
are able to stand alone." 

Claim Rejections - 35 USC §112- second paragraph 

3. The rejection of claims 21-36 under 35 U.S.C. 1 12, second paragraph, is 
withdrawn in view of the amendment. 

Claim Rejections - 35 USC §112 

4. The rejection of claims 21-36 under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement is withdrawn in view of the amendment. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

7. Claims 21-23, 26-34 and 36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Anderson et al (U.S. Patent 5,922,591). 

Anderson teaches a "cartridge" (see figure 3 and column 2, lines 20-44) and an 
analytical instrument (see figure 3) of claim 21 which comprises 

A base element that can be "mated with" an analysis device (see column 1 5, 
lines 15-18), where Anderson expressly teaches that the reaction chamber portion can 
be "mated with a reusable base unit (see column 33, line 32 and see lines 30-59)" which 
provides some elements. As shown in figure 5, the device of Anderson has a top and 

* 

bottom side. 

Anderson teaches a range of fluid dimensions for the chambers which comprise 
the miniaturized analytical elements (see column 18, lines 10-44). Anderson expressly 
teaches a range 0.05 mm to 20 mm in width or diameter and a range 0.05 to 5 mm 
deep (see column 18, lines 30-35). The volume of a circular reaction chamber is 
calculated as rr times the radius squared times the depth. So Anderson's chamber, with 
a diameter of 0.05 mm to 20 mm and a depth of 0.05 to 5 mm would range from a low of 
less than 1 microliter to a high of 1571 microliters. Andersons preferred range is 0.5 
mm to 20 mm in diameter and 0.05 to 1 mm deep. So the preferred chamber volume 
would range from a low of less than 1 microliter to a high of 314 microliters. 

Anderson further teaches the presence of an entry port (see column 20, lines 61- 
65, where an inlet port for the entire device is taught) which is necessarily aligned with 
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the base unit that encompasses fluid transport (see column 33, lines 29-30, for 
example). 

A fluid reservoir (see column 33, lines 31-59 and see column 20, lines 64-65, 
where a "storage chamber" is discussed), 

And where these are in fluid communication using a fluid transport system 
(column 2, line 35), 

Where the cartridge performs an operation including a hybridization reaction 
chamber (see column 2, lines 28-35), or an amplification chamber used for PCR 
amplification (see column 10, lines 25-49). 

As noted previously, Anderson teaches that the "cartridge" may be connected to 
a sensing "cartridge" either directly or indirectly (see column 15, lines 15-18) and is 
thereby shaped to interact with the remainder of a "diagnostic instrument". 

Anderson further teaches the limitation that the fluid reservoir is connected to a 
first tube and that the fluid reservoir can also be a waste reservoir and is connected to a 
second tube. Anderson teaches, in figure 4, a fluid reservoir numbered 402 which is 
connected to three lines as shown in panel A. In Panel B, Lipshutz shows the same 
device, but where the "waste reservoir" and the "storage reservoir" are both connected 
to each other and to two tubes. This description meets the structural requirements of 
the claim. 

Anderson also teaches an example where one chamber is more than twice the 
volume capacity of another chamber (see column 41 , lines 10-14, where one chamber 
had a volume of 2.5 ul while another chamber had a volume of 10 ul). 
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Finally, Anderson expressly teaches that larger volume storage vessels may be 
present on the base and fluidly connected to the device (see column 38, lines 20-29). 

With regard to claim 22, Anderson teaches the use of a fluid interface such as 
capillary electrophoresis for detection (see column 15) as well as by a 
mechanical/electrical interface into a reader device (column 17, lines 23-35). 

With regard to claims 23, Anderson teaches a reagent storage system in the 
cartridge which are connected to fluid channels (see column 20, lines 60-65). 

With regard to claims 26-28, 36, Anderson teaches thermocycling to perform 
PCR in fluid communication with a reservoir (see column 8, line 55 to column 9, line 42 
and column 20, lines 60-65). 

With regard to claims 29, 32, 33, Anderson teaches fluid transport systems (see 
column 2, line 35, for example) (Claims 32 and 33 do not structurally delimit the device 
since no structural element is included which effects the process step of mixing). 

With regard to claim 30, Anderson teaches fluid systems which transport fluid to 
some chambers thereby increasing their volume (see column 2, lines 20-44). 

With regard to claim 31 , Anderson teaches a waste retrieval system (see figures 
4A-C, where element 414 is the waste reservoir). 

With regard to claim 34, Anderson teaches a device in which a sensor device 
and a companion cartridge are integrated on a single device in fluid communication with 
one another (see figure 3, for example). 
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It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to utilize chamber volumes in the range of 20-50 
microliters or 50-500 microliters since Anderson teaches a range of fluid dimensions for 
the chambers which comprise the miniaturized analytical elements which overlaps the 
claimed ranges (see column 18, lines 10-44). Anderson expressly teaches a range 0.05 
mm to 20 mm in width or diameter and a range 0.05 to 5 mm deep (see column 18, 
lines 30-35). The volume of a circular reaction chamber is calculated as rr times the 
radius squared times the depth. So Anderson's chamber, with a diameter of 0.05 mm to 
20 mm and a depth of 0.05 to 5 mm would range from a low of less than 1 microliter to 
a high of 1571 microliters. Andersons preferred range is 0.5 mm to 20 mm in diameter 
and 0.05 to 1 mm deep. So the preferred chamber volume would range from a low of 
less than 1 microliter to a high of 314 microliters. 

As MPEP 2144.05 notes with regard to overlapping ranges "In the case where 
the claimed ranges "overlap or lie inside ranges disclosed by the prior art" a prima facie 
case of obviousness exists." 

8. Claims 24, 25, 35 and 37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Anderson et al (U.S. Patent 5,922,591 ) in view of Leiner et al (U.S. 
Patent 6,037,178). 

Anderson teaches the limitations of claims 21-23, 26-34, and 36 as discussed 
above. Anderson does not teach the use of calibration cartridges. 

Leiner teaches the use of calibration cartridges (see abstract and column 2). 
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It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to use a calibration cartridge as taught by Leiner with the 
device of Anderson since Liener states "It is an object of the present invention to 
propose methods of quality control and quality control liquids which will permit first a 
control measurement and then measurement of a specimen by means of one and the 
same single-use cartridge, in addition to providing information on the reliability of the 
analyzer, or rather, reliability and accuracy of the individual sensors contained in the 
single-use cartridge (see column 3, lines 45-51)." So an ordinary practitioner would 
have been motivated to include a calibration cartridge in order to improve the reliability 
and accuracy of the device. Further, it would have been prima facie obvious to use 
reservoirs in common for common reagents in order to minimize the number of separate 
solutions necessary to store in the device. 

Response to Arguments 
9. Applicant's arguments filed July 10, 2006 have been fully considered but they are 
not persuasive. 

Applicant argues that Anderson does not teach elements which would have a 20- 
50 microliters capacity. This is not correct as noted in the rejection above. Anderson 
teaches a range of fluid dimensions for the chambers which comprise the miniaturized 
analytical elements which overlaps the claimed ranges (see column 18, lines 10-44). 
Anderson expressly teaches a range 0.05 mm to 20 mm in width or diameter and a 
range 0.05 to 5 mm deep (see column 18, lines 30-35). The volume of a circular 
reaction chamber is calculated as n times the radius squared times the depth. So 
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Anderson's chamber, with a diameter of 0.05 mm to 20 mm and a depth of 0.05 to 5 
mm would range from a low of less than 1 microliter to a high of 1571 microliters. 
Andersons preferred range is 0.5 mm to 20 mm in diameter and 0.05 to 1 mm deep. So 
the preferred chamber volume would range from a low of less than 1 microliter to a high 
of 314 microliters. 

Applicant also argues that Anderson does not teach a direct connection between 
a fluid reservoir and a waste reservoir. Anderson teaches a variety of direct 
connections in figures 3 and 4 which meet this limitation. Because the terms "waste" 
reservoir and "sensing cartridge" do not structurally distinguish from Anderson, 
especially in light of figures 3 and 4, this argument is not found persuasive. 

The rejections are therefore maintained. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey Fredman whose telephone number is (571)272- 
0742. The examiner can normally be reached on 6:30-3:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571)272-0782. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Jeffrey Fred man 
Primary Examiner 
Art Unit 1637 




